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The MAILING DATE Of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenm adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 08 December 2003 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-13 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner, 

10)0 The drawing(s) filed on is/are: a)n accepted or b)\Z\ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 -D Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary {PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Infomial Patent Applicatlori (PTO-152) 

Paper No(s)/Mail Date 12/03. 6/04 , 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 
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Election/Restrictions 

Claims 1-13 are generic to a plurality of disclosed patentably distinct species. Applicant 
is required under 35 U.S.C. 121 to elect a single disclosed species, even though this requirement 
is traversed. 

Compounds of formula I are dissimilar compounds which are made and used 
independently. These compounds dxt independent and patentably distinct. If, say a compound 
wherein ring M is cyclohexane were anticipated, applicants would not acquiesce in the rejection 
of a compound wherein ring M represents a piperidine or diazepine thereover or vice-versa. They 
are patentably distinct. 

Thus, compounds wherein ring M represents a single core is distinct and the search 
required for one core is not required for another. Therefore, restriction for examination purposes 
as indicated is proper because of patentable distinctness and the serious burden presented to 
search the entire claims. 

Note, the court in In re Herrick et al and In re Joyce (both at 1 1 5 USPQ 412) held that an 
election of species requirement was, in fact, a restriction requirement. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

During a telephone conversation with Mr. David Vance on November 9, 2004 a 
provisional election was made with traverse to prosecute the invention of Example 12, in Table 
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1, page 152 of the specification. Affirmation of this election must be made by appUcant in 
replying to this Office action. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

Improper Markush Rejection 

Claims 1-11 are rejected under a judicially created doctrine as being drawn to an 
improper Markush group, that is, the claims lack unity of invention. Formula I is defined in such 
a way that it keeps changing the core of the compound that determines the classification. By 
changing the values of M, several patentably distinct and independent compounds are claimed. 
In order to have unity of invention the compounds must have "a community of chemical or 
physical characteristics" which justify their inclusion in a common group, and that such inclusion 
is not repugnant to principles of scientific classification" In re JONES (CCPA) 74 USPQ 149 
(see footnote 2). Formula I does not have a significant structural feature that is shared by all of 
its altematives. The structure does not have anything as common. Compounds embraced by 
Formula I are so diverse in nature that a prior art anticipating a claim with respect to one member 
under 35 USC 102 would not render obvious the saine claim under 35 USC 103. This is 
evidentiary of patentably distinct and independent inventions. 

Limiting the claims to the searched group, that is, compounds wherein ring M is a 
piperidinone (see elected compound) would overcome this rejection. 



Application/Control Number: 10/730,170 Page 4 

Art Unit: 1624 

The elected compound was not found and is allowable. The search was expanded to 
embrace compounds wherein ring M is a piperidinone, -A-B is a biphenyl moiety (optionally 
substituted), G is phenyl, pyridyl and the remaining rings in Table 1, optionally substituted, Gi is 
as defined in Table 1 (i.e. O, NH, C(0)NH, C(0)0 and NH). These compounds would also be 
allowable. 

A full search on compound of formula (I) could not be conducted due to the breadth of 
compounds claimed. Note that the values of M, G, Gi, A and B vary so much and resuU in a 
multitude of ring sizes for which a reasonable search could not be conducted. The claims are so 
generic that no reasonable search can be performed. A reasonable search of claim 1 could not be 
conducted in either the USPTO database or commercial databases. 

Claim Rejections - 35 USC § 112 

Claims 1-13 are rejected xmder 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

i) The definitions of M\ and are missing fi-om the claims. 

ii) In "G", ring E is drawn as a benzene ring. However, ring E is also defined as pyridyl, 
pyrimidinyl and pyridazinyl. While applicant may be his or her own lexicographer, a term in a 
claim may not be given a meaning repugnant to the usual meaning of that term. See In re Hill, 
161 F.2d 367, 73 USPQ 482 (CCPA 1947). 

iii) The term "residue" in the definition of "A" renders this group indefinite. One cannot say what 
the metes and bounds of a residue is. 



Application/Control Number: 1 0/730, 1 70 Page 5 

Art Unit: 1624 

Claim 13 provides for the use of a compound, but, since the claim does not set forth any 
steps involved in the method/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claim 13 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101. See for example Ex 
parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Copious amount of proviso is present in the claims. If these provisos are present to avoid 
prior art compounds. Applicants are urgently requested to point to these compounds, because the 
disclosure of these compounds is material to the examination of this case. 

Claims 9-1 1 are objected to under 37 CFR 1.75 as being substantial duplicates of each 
other. When two claims in an application are duplicates or else are so close in content that they 
both cover the same thing, despite a slight difference in wording, it is proper after allowing one 
claim to object to the other as being a substantial duplicate of the allowed claim. See MPEP § 
706.03(k). Claim 12 is a duplicate of claim 1. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public poUcy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All F.2d 438, 164 USPQ 619 (CCPA 
1970); and, In re Thorington, 41 8 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR L130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiiUy comply with 37 
CFR 3.73(b). 

Claim 7 is rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claim 7 of U.S. Patent No. 6,710,058." Although the 
conflicting claims are not identical, they are not patentably distinct from each other because 
compounds of instant claim 7 are present in patented claim 7. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272-0668. 
The examiner can normally be reached Tuesdays to Fridays between 8:30 AM and 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund J. Shah can be reached on 571-272-0674. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from eitheir Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Bruck Kifle, PKTD. 
Primary Examiner 
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November 10, 2004 



